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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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6) S Claim(s) 46-49 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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10) ^ The drawing(s) filed on 12 January 2005 is/are: a)^ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

1 . Applicant's election of Group V, claims 46-49 in the reply filed on November 27, 
2006 is acknowledged. Because applicant did not distinctly and specifically point out 
the supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). 

2. Claims 26-45 and 50-57 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b) as being drawn to a nonelected invention, there being no allowable 
generic or linking claim. Election was made without traverse in the reply filed on 
November 27, 2006. 

3. Claims 46-49 are under examination. 

Specification 

4. The disclosure is objected to because of the following informalities: 

a. ) The specification contains primer sequences that do not have an 
accompanying SEQ ID No. and are not included in the CRF, for example on 
page 15 lines 15-18. 

b. ) The specification contains grammatical errors and spelling errors, for 
example, on page 18 line 15 states "protein may be functioned by" should read 
"protein may function by". 
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Appropriate correction is required throughout. 



5. The use of the trademark EX™ Taq, Marathon™ cDNA, FuGENE™, 
Sepharose™ and Oligofectamine™ have been noted in this application. They should 
be capitalized wherever they appear and be accompanied by the generic terminology. 

Although the use of trademarks is permissible in patent applications, the 
proprietary nature of the marks should be respected and every effort made to prevent 
their use in any manner which might adversely affect their validity as trademarks. 

There are no trademark symbols in the specification, appropriate correction is 
required throughout. 

Claim Rejections - 35 USC §112 

6. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 46-49 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Claim 46 is vague and indefinite in the recitation of 
"Mina53 protein" as the sole means of identifying the protein recognized by an antibody 
The use of laboratory designations to identify a particular molecule renders the claims 
indefinite because different laboratories may use the same laboratory designations to 
define completely distinct molecules. This rejection can be obviated by amending the 
claims to specifically and uniquely identify Mina53, for example, by SEQ ID No. 
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8. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

9. Claim 49 is rejected under 35 U.S.C. § 1 12, first paragraph, because the 
specification does not enable any person skilled in the art to which it pertains, or with 
which it is most nearly connected, to use the invention, because the specification does 
not provide evidence that the claimed biological materials are (1) known and readily 
available to the public; (2) reproducible from the written description. 

a. ) It is unclear if a cell line which produces an antibody having the exact 
chemical identity of FERM BP-10157 is known and publicly available, or can be 
reproducibly isolated without undue experimentation. Therefore, a suitable deposit for 
patent purposes is suggested. Without a publicly available deposit of the above cell 
line, one of ordinary skill in the art could not be assured of the ability to practice the 
invention as claimed. Exact replication of: (1) the claimed cell line; (2) a cell line which 
produces the chemically and functionally distinct antibody claimed; and/or (3) the 
claimed antibody's amino acid or nucleic acid sequence is an unpredictable event. 

b. ) For example, very different Vh chains (about 50% homologous) can combine 

with the same V« chain to produce antibody-binding sites with nearly the same size, 

shape, antigen specificity, and affinity. A similar phenomenon can also occur when 
different sequences combine with different Vk sequences to produce antibodies 

with very similar properties. The results indicate that divergent variable region 
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sequences, both in and out of the complementarity-determining regions, can be folded 
to form similar binding site contours, which result in similar immunochemical 
characteristics. [FUNDAMENTAL IMMUNOLOGY 242 (William E. Paul, M.D. ed., 3d 
ed. 1993)]. Therefore, it would require undue experimentation to reproduce the 
claimed antibody species FERM BP-10157. Deposit of the hybridoma would satisfy the 
enablement requirements of 35 U.S.C. § 112, first paragraph. See , 37 C.F.R. 1.801- 
1.809. 

If a deposit is made under the terms of the Budapest Treaty, then a statement, 
affidavit or declaration by Applicants, or a statement by an attorney of record over his or 
her signature and registration number, or someone empowered to make such a 
statement, stating that the instant invention will be irrevocably and without restriction 
released to the public upon the issuance of a patent, would satisfy the deposit 
requirement made herein. 

If a deposit has not been made under the Budapest Treaty, then in order to 
certify that the deposit meets the criteria set forth in 37 CFR 1 .801-1 .809 and MPEP 
2402-241 1 .05, Applicant may provide assurance of compliance by statement, affidavit 
or declaration, or by someone empowered to make the same, or by a statement by an 
attorney of record over his or her signature and registration number showing that: 

(a) during the pendency of the application, access to the invention will be 
afforded to the Commissioner upon request; 

(b) all restrictions upon availability to the public will be irrevocably removed upon 
granting of the patent; 
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(c) the deposit will be maintained in a public depository for a period of 30 years, 
or 5 years after the last request or for the enforceable life of the patent, 
whichever is longer; 

(d) a test of the viability of the biological material at the time of deposit (see 37 
CFR 1.807); and 

(e) the deposit will be replaced if it should ever become inviable. 

10. Claims 46 and 47 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

The claims are drawn to an antibody against Mina53 protein. While the amino 
acid sequence of human Mina53 is adequately described in the specification as-filed, 
thereby providing an adequate basis for the polypeptide of human Mina53; there is 
insufficient written description as to the identity of an antibody against Mina53 protein. 
Consequently, the specification does not provide an adequate written description of an 
antibody to a Mina53 protein of a species other than human. 

The specification as filed does not provide adequate written description support 
for an antibody to a Mina53 protein. The human, mouse and rat Mina53 proteins 
disclosed in the specification contain approximately 80% homology. It is not clear from 
the specification if certain regions or functional domains of the proteins are necessary to 
provide the activity of a Mina53 protein. For example, Skolnick et al. (Trends in 
Biotech., 18(1):34-39, 2000) teach that the skilled artisan is well aware that assigning 
functional activities for any particular protein or protein family based upon sequence 
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homology is inaccurate, in part because of the multifunctional nature of proteins (e.g., 
Abstract and Sequence-based approaches to function prediction, page 34). Even in 
situations where there is some confidence of a similar overall structure between two 
proteins, only experimental research can confirm the artisan's best guess as to the 
function of the structurally related protein (see in particular Abstract and Box 2). 
Adequate written description requires more than a mere statement that it is part of the 
invention. The sequence itself is required. See Fiers v. Revel . 25 USPQ2d 1601, 1606 
(CAFC 1993) and Amqen Inc. V. Chuqai Pharmaceutical Co. Ltd. . 18 USPQ2d 1016. 

Therefore, only an anti-human Mina53 antibody meets the written description 
provision of 35 U.S.C. 112, first paragraph. Vas-Cath Inc. v. Mahurkar . 19 USPQ2d 
1111, makes clear that applicant must convey with reasonable clarity to those skilled in 
the art that, as of the filing date sought, he or she was in possession of the invention. 
The invention is, for purposes of the written description inquiry, whatever is now 
claimed (See page 1117.) The specification does not clearly allow persons of ordinary 
skill in the art to recognize that [he or she] invented what is claimed. (See Vas-Cath at 
page 1116). Consequently, Applicant was not in possession of the instant claimed 
invention. See University of California v. Eli Lilly and Co. 43 USPQ2d 1398. 

Applicant is directed to the Guidelines for the Examination of Patent Applications 
Under the 35 U.S.C. 112, & 1 "Written Description" Requirement, Federal Register, Vol. 
66, No. 4, pages 1 099-1 111, Friday January 5, 2001 . 
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Claim Rejections - 35 USC § 102 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

1 1 . Claim 46 is rejected under 35 U.S.C. 102(b) as being anticipated by Ota, et al. 
(EP 1 074 617 A2, February 7, 2001). 

The claim recites an antibody against Mina53 protein. 

Ota, et al. teach teach a polyclonal antibody against the polypeptide encoded by 
the polynucleotide of SEQ ID NO. 10739 (see claim 10), which is identical to the 
polypeptide encoded by the polynucleotide of SEQ ID NO. 1 (human Mina53) of this 
application (see sequence alignment provided in earlier action). Since the claims do not 
define the sequence of the antibody, all the limitations of the claim have been met. 

Claim Rejections - 35 USC § 103 

12. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made, 

13. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 
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3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

14. Claims 47 and 48 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ota, et al. (EP 1 074 617 A2, February 7, 2001) in view of Campbell (Monoclonal 
Antibody Technology 1984, chapter 1, pages 1-32). 

Claims 47 and 48 recite a monoclonal antibody against Mina53 protein and the 
hybridoma producing the monoclonal antibody. 

Ota, et al. has been described supra. Ota, et al. do not teach a monoclonal 
antibody. This deficiency is made up for in the teachings of Campbell. 

Campbell teaches that it is customary for any group working on a macromolecule 
to both clone the genes coding for it and make monoclonal antibodies to it (page 29, last 
paragraph) and that hybridomas are used to produce monoclonal antibodies (page 2, 1 st 
full paragraph). 

It would have been prima facie obvious to one of ordinary skill in the art at the 
time the claimed invention was made to have produced a monoclonal antibody in a 
hybridoma as taught by Campbell to the protein of Ota, et al. 

One of ordinary skill in the art would have been motivated to and had a 
reasonable expectation of success to have produced a monoclonal antibody in a 
hybridoma as taught by Campbell to the protein of Ota, et al. because Campbell 
teaches advantages to using a monoclonal antibody over a polyclonal antibody 
including increased specificity and loss of cross reactivity (pages 5-7 and table 1.1). It 
is obvious that once someone has a monoclonal antibody they would have a hybridoma 
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producing such antibody. Thus, it would have been obvious to one of ordinary skill in 
the art at the time the claimed invention was made to have used the protein of Ota, et 
al. to make a monoclonal antibody using a hybridoma in view of Campbell. 

Therefore, the invention as a whole was prima facie obvious to one of ordinary 
skill in the art at the time the invention was made, as evidenced by the references. 

Conclusion 

15. No claims are allowed. 

1 6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anne M. Gussow whose telephone number is (571) 272- 
6047. The examiner can normally be reached on Monday - Friday 8:30 am - 5 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms can be reached on (571) 272-0832. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
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USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Anne M. Gussow 
December 28, 2006 




LARRY R. HELMS, PH.D. 
SUPERVISORY PATENT EXAMINER 



